
Protocol  f o r  Adult Human Cardiac Transplantat ion 

I. Preoperat ive Period 

A. Se l ec t ion  of a r e c i p i e n t  

1. The r e c i p i e n t  should be  a p a t i e n t  w i t h  terminal  
h e a r t  d i sease  f o r  whom no other t reatment  i s  
ava i l ab le  and f o r  whom l i f e  expectancy i s  l imi t ed  
t o  days o r  weeks. 

The fol lowing w i l l  be done: 

a. Full card iac  workup, including card iac  
c a t h e t e r i z a t i o n  and angiocardiographic 
s t u d i e s .  

b .  Elimination of any card iac  l e s i o n  t r e a t a b l e  
by cu r ren t ly  acceptable  methods. 

c. Eliminat ion of  any o t h e r  genera l  medical 
condi t ion which would sharp ly  l i m i t  t he  l i f e  
span of t he  p a t i e n t .  

B. Se l ec t ion  of a donor 

1. The donor s h a l l  be an ind iv idua l  whose death i s  
imminent from i r r e v e r s i b l e  noncardiac d isease .  

a. Evaluation of  p o t e n t i a l  donor 

Medical review - a l l  medical d a t a  w i l l  
be evaluated t o  e s t a b l i s h  s u i t a b i l i t y  
of the donor, wi th  p a r t i c u l a r  emphasis 
t o  in su re  exclusion of malignancy and 
occu l t  i n fec t ion .  

Cardiac eva lua t ion  - a l l  c l i n i c a l  and, 
when ind ica t ed ,  l abora tory  s t u d i e s  
( ca rd iac  c a t h e t e r i z a t i o n  and angio- 
cardiography) w i l l  be performed t o  
e s t a b l i s h  t h e  s u i t a b i l i t y  of t he  
p o t e n t i a l  donor h e a r t .  

Immunologic compat ib i l i ty  - immunologic 
a c c e p t a b i l i t y  w i l l  be e s t ab l i shed  i f  
the  p o t e n t i a l  donor could serve  as a 
blood donor f o r  t h e  r e c i p i e n t .  Complete 
red  ce l l  an t igen  typing and h i s t o -  
compat ib i l i ty  s t u d i e s  w i l l  be performed 
t o  c o l l e c t  da t a  f o r  c o r r e l a t i o n  with 
p o t e n t i a l  r e j e c t i o n  phenomena. 
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(4) Cause of death - a diagnosis  of an 
i r r e v e r s i b l e  cause of imminent death 
( i r r e v e r s i b l e  b r a i n  damage incompatible 
with l i f e )  w i l l  be  e s t ab l i shed .  The 
p o s s i b i l i t y  of poisoning must be  ru l ed  
out .  

2 .  C l i n i c a l  death of t he  donor i n  the presence of an 
e s t ab l i shed  diagnosis  of  i r r e v e r s i b l e  b r a i n  damage 
incompatible with l i f e  i s  def ined by: 

a. Fixed, d i l a t e d  pup i l s ;  and no r e f l exes  , 
spontaneous r e s p i r a t i o n ,  o r  muscle a c t i v i t y .  

b .  F l a t  i s o e l e c t r i c  EEG, no c l i n i c a l  or EEG 
response t o  noise  o r  pinch - repeated a f t e r  
2 4  hours.  

C. Procedures 

1. 

2. 

3 .  

The P r inc ipa l  I n v e s t i g a t o r  w i l l  pe rsonal ly  e s t a b l i s h  
t h a t  t h e  r e c i p i e n t  has been s e l e c t e d  i n  the  manner 
s p e c i f i e d  above, and, i n  consul ta t ion  with a neuro logis t  
o r  neurosurgeon, t h a t  t h e  c r i t e r i a  f o r  death of t he  
donor have been m e t .  

The P r i n c i p a l  Inves t iga to r ,  i n  consul ta t ion  of the  team, 
w i l l  make the f i n a l  dec is ion  as t o  the s u i t a b i l i t y  of 
any p o t e n t i a l  donor and r e c i p i e n t  presented t o  the  team 
f o r  t r ansp lan ta t ion .  

The P r i n c i p a l  I n v e s t i g a t o r  w i l l  pe rsonal ly  a s c e r t a i n  
that informed, s igned consent (a t tached)  has been obtained 
for t he  donor, and t h a t  informed, s igned consent (a t tached)  
has  been obtained f o r  t h e  r e c i p i e n t .  

11. Operative Period 

A. The Procedure 

Upon c l i n i c a l  death of the donor, a s  def ined above, the  donor 
h e a r t  w i l l  be excised and perfused. During the  per fus ion ,  the  
donor h e a r t  w i l l  be  evaluated on t h e  b a s i s  of v i s u a l  observat ion,  
e lectrocardiograms,  and a r t e r i a l  gas determinations.  I f  t h e  
h e a r t  i s  judged t o  be s u i t a b l e ,  the recipient w i l l  be placed on 
cardiopulmonary bypass ,  and the  donor h e a r t  w i l l  be implanted 
following e s t ab l i shed  procedure. 
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111. Postoperat ive Period 

A. I s o l a t i o n  and Monitoring 

T o  i n su re  s t r i c t  a seps i s ,  t he  p a t i e n t  w i l l  remain i n  an 
opera t ing  room during the f i r s t  po r t ion  of t h e  pos topera t ive  
per iod.  During t h i s  t i m e ,  t he  same monitoring of t he  p a t i e n t ' s  
condi t ion as employed during the  s u r g i c a l  procedure w i l l  be 
continued, and a r te r ia l  gas and o t h e r  determinations w i l l  be 
made p e r i o d i c a l l y .  A c l i n i c a l  l abora tory  and a cardiopulmonary 
technic ian  w i l l  be ava i l ab le .  

When t h e  p a t i e n t ' s  condi t ion permi ts ,  he w i l l  be t r a n s f e r r e d  t o  
the  h e a r t  s tudy area which has  been thoroughly cleaned and 
furnished with s t e r i l i z e d  mat t ress  and bed l i nen .  Every e f f o r t  
w i l l  be made t o  maintain s u r g i c a l  c l ean l ines s  i n  t h i s  a rea .  

B .  Immunology 

Studies  t o  detect onse t  of g r a f t  r e j e c t i o n  w i l l  be done d a i l y .  
The p r i n c i p l e  s t u d i e s  t o  be performed a r e  c l i n i c a l  card iac  
func t iona l  eva lua t ion ,  EKG, leukocyte counts ,  temperature.  

Immediate immunosuppressive measures w i l l  cons i s t  of adminis- 
t r a t i o n  of ALS and Imuran. 

C. Assignment of  Team Personnel 

To be made by P r i n c i p a l  Inves t iga to r .  Only previously designated 
personnel observing s tandard  a s e p t i c  precaut ions a r e  t o  approach 
the  p a t i e n t .  
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